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DETAILED ACTION 
Information Disclosure Statement 

The Information disclosure statement (IDS) submitted on 1/11/05 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR 
1.97 and 1.98. Accordingly, the information disclosure statement is being 
considered by the examiner. 



Claim Objections 

Claim 46 and Figure 9 (Drawings) are objected to because of the following 
informalities: 

As to figure 9, it is unclear as to where the structure 69, a 'butt joint", is 
displayed. 

As to claim 46, it is unclear on line 3 whether or not the Applicant wishes 
to claim "an n open position", it is considered to be a typo and it is suggested to 
change to "an open position." 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 24-26 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

As to claim 24-26, "clamping arms" lacks antecedent basis, it suggested to 
change "clamping arms" to "clamping jaws." 



Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under 
the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



Claims 1-3, 5, 12, and 39 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Rezai et al. (20050131506). 

Rezai et al. discloses a tubular lead body (fig 7, 715), a connector on the 
proximal end of a lead body (fig 7, 725), four in-line electrodes located on an 
elongate paddle at the distal end of the lead (pg 1, para 8), aperture (fig 8A, 855) 
for a plurality of electrodes, wherein the aperture is capable of performing the 
function of the applicant's apertures, conductors (fig 2A, 255) are welded to the 
distal ends of electrodes (fig 2A, 240) to provide strain relief (pg 3, para 39). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claim 7, 13, 15-21, and 30-33 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Rezai et al. (20050131506). 

As to claim 7, Rezai et al. discloses the claimed invention but does not 
disclose expressly the butt joint. It would have been an obvious matter of design 
choice to a person of ordinary skill in the art to modify the implanted flat paddle 
connected to a tubular lead body, as taught by Rezai et al., with the a butt joint, 
because Applicant has not disclosed that a butt joint provides an advantage, is 
used for a particular purpose, or solve a stated problem. One of ordinary skill in 
the art, furthermore, would have expected the Applicant's invention to perform 
equally well with the implanted flat paddle connected to a tubular lead body as 
taught by Rezai et al., because it provides a power source and electrical 
stimulation therapy to a patient, and since it appears to be an arbitrary design 
consideration which fails to patentably distinguish over Rezai et al. 

Therefore, it would have been an obvious matter of design choice to 
modify Rezai et al. to obtain the invention as specified in the claim(s). 

As to claim 13, two flat portions being assembled together is a process 
used to form the product of a flat paddle. The process of assembling two flat 
portions together to form a flat paddle can also be used to assemble devices 
such as a housing of an Implantable Pulse Generator (IPG). 
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As to claim 15, the butt bonding of two sections together is a process used 
to form the product of a flat paddle. The process of butt bonding of two sections 
together to form a flat paddle can also be used to form devices such as a 
housing of an Implantable Pulse Generator (IPG). 

As to claims 16-17, Rezai et al. discloses the claimed invention but does 
not disclose expressly the offset butt bonds extending generally across the width 
of the paddle. It would have been an obvious matter of design choice to a 
person of ordinary skill in the art to modify the flat paddle of Rezai et al., with the 
offset butt bonds extending generally across the width of the paddle, because 
Applicant has not disclosed that offset butt bonds extending generally across the 
width of the paddle provides an advantage, is used for a particular purpose, or 
solve a stated problem. One of ordinary skill in the art, furthermore, would have 
expected the Applicant's invention to perform equally well with the flat paddle of 
Rezai et al., because it provides a means for reducing the movement of electrical 
components implanted within a biological organism, and since it appears to be an 
arbitrary design consideration which fails to patentably distinguish over Rezai et 
al. 

Therefore, it would have been an obvious matter of design choice to 
modify Rezai et al. to obtain the invention as specified in the claim(s). 

As to claims 18-21 and 30-33, Rezai et al. discloses the claimed invention 
but does not disclose expressly the electrode array of length at least 1-1/2 to at 
least 4 inches. It would have been an obvious matter of design choice to a 
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person of ordinary skill in the art to modify the electrode array of Rezai et al., with 
the electrode array of length at least 1-1/2 to at least 4 inches, because Applicant 
has not disclosed that the electrode array of length at least 1-1/2 to at least 4 
inches provides an advantage, is used for a particular purpose, or solve a stated 
problem. One of ordinary skill in the art, furthermore, would have expected the 
Applicant's invention to perform equally well with the electrode array of Rezai et 
al., because it provides an electrical contact with a nerve surface, and since it 
appears to be an arbitrary design consideration which fails to patentably 
distinguish over Rezai et al. 

Therefore, it would have been an obvious matter of design choice to 
modify Rezai et al. to obtain the invention as specified in the claim(s). 

Claims 4 and 29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rezai et al. in view of Erickson et al. (6895283). 

Rezai et al. discloses the claimed invention except for the at least eight 
electrodes (claim 4). Erickson et al. teaches that it is known to use eight 
electrodes (fig 1) in the same field of neurostimulation to increase the area of 
electrical contact between a device and a nerve surface. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made 
to modify the device Rezai et al., with eight electrodes, as taught by Erickson et 
al., in order to provide an increased neurostimulation area. 

Rezai et al. discloses the claimed invention except for the polyurethane 
flat paddle (claim 29). Erickson et al. teaches that it is known to use a paddle 
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structure of polyurethane material (col 5, In 13-15) to reduce the probability of 
rejection by the human body. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the flat paddle of 
Rezai et al., with a paddle structure of polyurethane material, as taught by 
Erickson et al., in order to enhance biocompatibility. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rezai et al. in view of Talalla et al. (4633889). 

Rezai et al. discloses the claimed invention except for the recessed 
electrodes. Talalla et al. teaches that it is known to use recessed electrodes (col 
6, In 2-4) to prevent undesired direct contact of electrodes with nerve surfaces. It 
would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify device of Rezai et al., with recessed electrodes, as 
taught by Talalla et al., in order to prevent undesired direct contact of electrodes 
with nerve surfaces. 

Claims 8-11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rezai et al. in view of Meadow et al. (6741892). 

Rezai et al. discloses the claimed invention except for the plurality of ring 
contacts separated by insulating ring spacers. Meadow et al. teaches that it is 
known to use an insulated lead body with a plurality of lead contacts, considered 
to be ring-shaped connector (fig 2, 24), to provide an electrical connection 
between an IPG and an insulated lead body. It would have been obvious to one 
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having ordinary skill in the art at the time the invention was made to modify the 
plug-in connector of Rezai et al., with the ring-shaped connector of Meadow et 
al., in order to provide an obvious exchanging of functionally equivalent 
connectors. 

Rezai et al. and Meadow et al. disclose the claimed invention but does not 
disclose expressly the laser weld (claim 11). It would have been an obvious 
matter of design choice to a person of ordinary skill in the art to modify the ring 
contacts connected to conductors of a lead body via a weld, as taught by Rezai 
et al. and Meadow et al., with the a laser weld, because Applicant has not 
disclosed that a laser weld provides an advantage, is used for a particular 
purpose, or solve a stated problem. One of ordinary skill in the art, furthermore, 
would have expected the Applicant's invention to perform equally well with a 
plurality of ring contacts welded to conductors of a lead body, as taught by Rezai 
et al. and Meadow et al., because it provides an electrical connection between 
the IPG and insulated lead body for delivering electrical stimulation therapy to a 
patient, and since it appears to be an arbitrary design consideration which fails to 
patentably distinguish over Rezai et al. and Meadow et al. 

Therefore, it would have been an obvious matter of design choice to 
modify Rezai et al. and Meadow et al. to obtain the invention as specified in the 
claim(s). 

Claims 14 and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rezai et al. in view of King (6745079). 
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Rezai et al. discloses the claimed invention except for the passageway for 
a stylet. King teaches that it is known to use a strut including an open lumen (fig 
6A, 49) as a passageway for a stylet (fig 7A, 18) to provide a means for 
positioning of a lead body in an epidural space. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify 
the device of Rezai et al., with the use of an open lumen as a passageway for a 
stylet, as taught by King, in order to provide a means for orientation with respect 
to an implanted lead body. 

Claims 22-23, 27, and 34-35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rezai et al. in view of Pohndorf et al. (5746722), Gerber 
(6055456), and Cabak et al. (20020082619). 

Rezai et al. discloses the claimed invention except for the anchor and two 
clamping jaws. Pohndorf et al. teaches that it is known to use a suture sleeve for 
anchoring a structure to underlying tissue in the analogous art of implanted 
devices to provide a means for securing a structure to a patient's underlying 
tissue, wherein a ligamentum flavum is considered to be a type of underlying 
tissue. Gerber teaches that it is know to use an anchoring mechanism with 
suture holes (fig 2, 50) in the analogous of neurostimulation for adhering an 
implanted stimulation lead with a conductive tip to the human body. Cabak et al. 
teaches that it is known to use fastener (fig 4 and 5) with two clamping jaws and 
sutures (fig 5, 42) for the reinforcing of an implanted medical device via two 
clamping jaws. Pohndorf et al., Gerber, and Cabak et al. do not explicitly state 
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that the suture sleeve, anchoring mechanism, and fastener are used in 
conjunction with a flat paddle, but it appears that a suture sleeve, anchoring 
mechanism, and a fastener with clamping arms are used to provide a means for 
securing implanted neurostimulation devices to a patient's underlying tissue. It 
would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the device of Rezai et al., with a suture sleeve, 
anchoring mechnanism, and a fastener with clamping arms, as taught by 
Pohndorf et al., Gerber, and Cabak et al., since such a modification would 
provide the flat paddle with a means for adhering to a patient's underlying tissue. 

Claims 40-42 and 45-55 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rezai et al., Pohndorf et al., Gerber, and Cabak et al. as 
applied to claim 34 above, and further in view of Hess (6233488). 

Rezai et al., Pohndorf et al., Gerber, and Cabak et al. disclose the claimed 
invention except for the paddle through the ligamentum flavum into an epidural 
space through a needle. Hess teaches that it is known to use an epidural needle 
(fig 3a, 24) inserted between spinous processes and passing through 
ligamentum flavum (fig 3a, 26) into the epidural space (fig 3a, 27) to provide a 
means for orientating an electrical stimulator within a human body. It would have 
been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the devices of Rezai et al., Pohndorf et al., Gerber, and Cabak et 
al., with an epidural needle inserted between spinous processes and passing 
through ligamentum flavum into the epidural space, as taught by Hess, in order 
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to provide a means for orientating an electrical stimulator implanted within a 
human body. 

Allowable Subject Matter 

Claims 24-26, 36-38, and 43-44 would be allowable if rewritten to 
overcome the rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this 
Office action and to include all of the limitations of the base claim and any 
intervening claims. 

The following is a statement of reasons for the indication of allowable 
subject matter: "at least one rib" adapted to engage the flat paddle and retain it 
in position and a "plurality of ribs." 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Demopulos (6080192) discloses a tendon and ligament 
repair system. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Bryan M. Jackson whose telephone number 
is 571-272-7335. The examiner can normally be reached on Monday through 
Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Angela Sykes can be reached on 571-272-4955. The fax 
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phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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